(FINAL/APPROVED 03/12/2008)

VIRGINIA BOARD OF PHARMACY
MINUTES OF BOARD MEETING

December 12, 2007 Perimeter Center
Second Floor 9960 Mayland Drive, Suite 300
Board Room 1 Richmond, VA 23233-1463
CALL TO ORDER: The meeting was called to order at 9:10AM.
PRESIDING: Bobby Ison, Chairman
MEMBERS PRESENT: Gill B. Abernathy

John O. Beckner

Willie Brown

Jennifer H. Edwards
David C. Kozera

Leo H. Ross
Michael E. Stredler
Brandon K. Yi
MEMBERS ABSENT: Gerard Dabney
STAFF PRESENT: Elizabeth Scott Russell, Executive Director

Cathy M. Reiniers-Day, Deputy Executive Director

Caroline D. Juran, Deputy Executive Director

Ralph Orr, Program Manager, Prescription Monitoring Program
Howard M. Casway, Senior Assistant Attorney General

Elaine J. Yeatts, Senior Regulatory Analyst, DHP

Sharon Davenport, Administrative Assistant

Sandra W. Ryals, Director, DHP, was present for part of the

meeting
QUORUM: With nine members present, a quorum was established.
APPROVAL OF AGENDA: With one addition to the agenda, a questiotecela compliance

with USP 797, the agenda was approved as presented.

APPROVAL OF MINUTES: The Board reviewed draft minutes for 8eyter 12, 2007,
October 10, 2007, and October 27, 2007. With no changes to the
minutes, the minutes were approved as presented.

PUBLIC COMMENTS: There were no public comments received.

LEGISLATION UPDATE: Ms. Yeatts and Ms. Russell provided an updatelegislative
proposals by the Board. The Department has received permission
to draft for introduction the three pieces of legislation requésted
the Board to include scheduling of lisdexamphetamine and
oripavine, allowing the Board to mandate up to two hours of
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continuing education on a specific topic annually with prior
notification, and removing specific expiration dates of licenses
from the statute to allow the Board to stagger some of itsvedne
processes. To date, only the scheduling bill has been drafted.

Ms. Russell stated that the final rules establishing a pedigre
system are under administrative review in the Governor's office.

Ms. Yeatts explained that when the Board previously removed the
inactive status for practitioners of the healing arts selling
controlled substances (PSDs), 18 VAC 110-30 et seq, the Board
inadvertently failed to remove the fee for this status.

A motion was made and passed unanimously to approve the
fast-track regulation as presented to remove the inactive fee
for PSDs. (motion by Beckner, second by Brown)

Mr. Dandurand had submitted a petition for rulemaking requesting
the Board to amend 18 VAC 110-20-515 that requires any
pharmacist participating in remote processing for hospitals and
nursing homes to be licensed in Virginia. The Board discussed the
matter and agreed that a requirement for a Virginia phartrtacis

be involved in the dispensing process is necessary for public
protection. It is essential for accountability in the event of a
prescription error. If an error is made by a pharmacist rendied

in Virginia, the Board has little authority to take action. TRis i
different from pharmacists working in mail order pharmacies
because patients who have prescriptions filled there do not have an
expectation that the pharmacists filling the prescriptions are
licensed in Virginia. This is not the case with a patient in a
hospital in Virginia who has a reasonable expectation that the
pharmacy services are being delivered by persons licensed in
Virginia.

There are differences in statutes and regulations governing the
practice of pharmacy, therefore, pharmacists who provide
prescription processing for hospitals and long-term care fasilitie
from remote locations need to be familiar with Virginia
requirements for a prescription. Obtaining a license in Virggia

not burdensome, but it does require passage of a jurisprudence
examination, assuring familiarity with Virginia laws and
regulations.

The petitioner also cited section 276 on remote processing of a
prescription for retail pharmacies, but subsection B of that section
does require that "a pharmacist licensed in Virginia, whethbeat

remote pharmacy or the dispensing pharmacy, shall perform a
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check for accuracy on all processing done by the remote
processor." The Board believes patients in hospitals and nursing
homes should have the same protection.

A motion was made and passed unanimously to deny the
petition for rulemaking for the reasons stated during the
discussion. (motion by Ross, second by K ozer a)

The Board reviewed a draft guidance document allowing
pharmacies to use a secured drop box for the purpose of allowing
patients to leave new prescriptions and refill requests at the
pharmacy during hours the prescription department is clc
There was some discussion about the wording of the location of
the drop box. The draft read, "The drop box must be located in a
visible area within the pharmacy..." and some Board members felt
that this was confusing because it might be construed to mean that
the drop box must actually be in the prescription department. The
term “"pharmacy” sometimes connotes the "prescription
department” in larger pharmacies such as grocery stores, "Big box
retailers, or hospitals. The consensus was to change "within the
pharmacy" to "within the permitted facility" to clearly allotve

box to be outside the prescription department but still have to be
inside the licensed location. There was also some discussion as tc
whether "visible area" should be changed to either "observable
area" or "conspicuous location”. The consensus was to leave it as
"visible area".

A motion was made and passed unanimously to approve
Guidance Document 110-32 as amended by the Board to allow
pharmacies to use a drop box for collection of written
prescriptions and refill requests. (motion by Brown, seconded
by Kozera)

Ms. Russell advised that at the last meeting, the Board had
approved new sanctions for persons performing pharmacy
technician functions without being registered or properly in a
training program. In making revisions to current guidance
documents, staff was able to combine two guidance documents
into one related to approved sanctions. Staff made a minor change
to the current language in CE sanctions to reflect actual geacti
and needs approval of the Board. The change would allow staff to
offer the approved sanctions in second-time CE cases in a pre-
hearing consent order without specific approval by a committee of
the Board in each case.
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A motion was made and passed unanimously to approve the
revised Guidance Document 110-09 which combines the old
110-09 and 110-19, and incor por ates sanction changes made at
the previous Board meeting. (motion by Brown, second by
Kozera.

Ms. Yeatts and Ms. Russell explained that July 2007 changes in
statute to the Board's grounds for disciplinary action took ef

One of those changes gave the Board the authority to take action
against an applicant or licensee for unprofessional conduct as
defined in the Board's regulations. The Board discussed the
possible need for further defining unprofessional conduct in
regulation, and reviewed such regulations of some other boards
within the Department as well as other states. The consensus of
the Board was that it did need to promulgate rules to define
unprofessional conduct, specifically with respect to ethics and
patient confidentiality.

A motion was made and passed unanimously to publish a
NOIRA for the consideration of promulgating regulations to
define unprofessional conduct. (motion by Abernathy, second
by Beckner)

Sandra Whitley Ryals, Director, DHP, gev&oard an update on
several issues.
Ms. Ryals reported that, as a recommendation of the Virginia
Health Reform Commission, there is a modest proposal in the
budget to have a health care workforce data center housed at DHF
which would collaborate with other stakeholders in forecasting
demand for health care practitioner demand and workforce
planning. Some Boards are already collecting workforce data as
part of the renewal process, so DHP would be a natural fit for the
location of the data center.

The Department has additional budget requests for initiatives
related to meeting key performance measures, primarily detate
the disciplinary performance measure.

There are some budget requests related to new auditing
requirements for risk management, trying to prevent any
misappropriation or other mishandling of the Department's
finances.

In general, there are additional restrictions on any discreyionar
spending, particularly on discretionary travel. DHP already had
fairly restrictive travel policies in place, but now all digzreary
travel goes through one additional layer of scrutiny, which is the
Secretary's office.
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In addition to the Board of Pharmacy's legislative initiativesd t
have already been discussed, the Department is seeking legislative
relief to streamline and make more efficient the ability taaiobt
documents needed for an investigation.

Ms. Edwards provided a report of BHP activities of interest to the
Board of Pharmacy. She stated that, at the last BHP meeting, a
AARP representative spoke to the Board and stated they are
looking at some of their legislative initiatives to include reaqgjri
reporting of medication errors to this agency, requirements for
health care professionals to show continued competency in order to
renew a license, requiring hospitals to have some type of
continuous quality improvement program, and allow suspension of
a license with a pattern of medical errors.

Ms. Russell provided a report on both the NABP Fall legislative

conference and the NABP/AACP District Il conference. She

stated that NAPLEX was back on line October 1, 2007, and that
everything seems to be working well. She stated that the next
annual conference is in Baltimore, MD, on May 17-22, 2008.

Ms. Reiniers-Day presented the Board’'s disciplinary caseload
report and stated that there were 174 cases at the enforcemen
level, 82 cases at the probable cause level, 4 cases at the informa
conference level, 6 cases at the formal hearing level and 38 cases &
the APD level. Further, there were 259 cases at the Compliance
Tracking level, which includes cases wherein continuing education
documentation and/or monetary penalties are due.

Ms. Juran reported that the Board had issued over 800 licenses
since the last meeting, and currently has over 25,000 licensees.

Ms. Juran provided a summary of the pilot and robot programs the
Board is currently monitoring. Ms. Abernathy stated that this
information was very interesting and helpful and requested that
this information be available on the website. Ms. Russell stated
that the orders approving the pilot programs are public information
and could be scanned and made available on the website.

Staff will have all current pilot orders scanned and put on the
website, aswell asadding future ordersasthey are entered

Mr. Orr stated that there are now 18.9 million records in the data
base. He also provided the Board with information concerning the
recent PMP conference and the positive feedback received. Mr.
Beckner stated that he had attended the conference and was ver
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impressed with the quality of the conference and commended Mr.
Orr for his efforts. Mr. Orr also reported on the new online
training module partnership with VCU School of Medicine on pain
management, and stated that it was Board-approved for three hours
of continuing education.

SUMMARY SUSPENSION
AND APPROVAL OF A
CONSENT ORDER

Motion for Closed session: Mr. Kozera moved, and the Board voted unanimoudly, to
convene a closed meeting pursuant to Section 2.2-3711.A.28 of
the Code of Virginia for the purpose of deliberation to reach a
decision in the matter of a possible summary suspension and to
reach a decision regarding a consent order. Additionally, he
moved that Scotti Russell, Cathy Reniers-Day, Elizabeth
Revere, Howard Casway, Clay Garrett and Amanda Mitchell
attend the closed meeting because their presence in the closed
meeting was deemed necessary and would aid the Board in its
deliberations.

Motion to Reconvene: Mr. Kozera moved, and the Board voted unanimously, that
only public business matters lawfully exempted from open
meeting requirements and only such public business matters as
were identified in the motion for closed session were heard,
discussed or considered during the closed meeting.

Motion in the matter of
JOAN Y. GARNER
Pharmacy Technician
Registration Number:
0230-002932:

Mr. Beckner moved, and the Board voted unanimously in
favor of the motion that, according to the evidence presented,
the pharmacy technician practice by Joan Y. Garner poses a
substantial danger to the public, and therefore, theregistration
of Joan Y. Garner to practice as a pharmacy technician be
summarily suspended with a consent order offered to Ms.
Garner for the revocation of her registration in lieu of a
hearing.

Motion in the matter of
Clay Douglas Jones
Pharmacist

Mr. Stredler moved, and the Board voted unanimousdly, to
accept the consent order signed by Clay D. Jones for the
indefinite suspension of his pharmacist license.

License Number:
0202-204609

REGULATIONS CONT:

e Adoption of proposed
regulations, 18 VAC 110-20-
10 et seq., from periodic
review

The Board reviewed draft recommended amendments to its general
regulations, 18 VAC 110-20-10 et seq. The amendments had been
recommended, subsequent to a periodic review, by the Regulation
Committee and staff. The Board reviewed each amendment and
made some changes to the committee recommendations. The draf
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recommendations as amended are attached to the minutes a
Attachment A.

A motion was made and passed unanimously to adopt, as
proposed regulations, the draft as presented with the agenda
and amended by the Board. (motion by Beckner, second by
Brown)

Mr. Ison stated that there is a hospital in the Tidewagarwhich
will be moving within the next 18 months and did not want to
incur the costs of capital improvements at the current fac¢dity
comply with the clean room standards of USP 797. Ms. Russell
stated that the Board's guidance document 110-36 advises thal
although current law requires compliance with USP 797 for sterile
compounding, the Board will not inspect for compliance with
physicals standards until June 30, 2008. She stated that
pharmacies have had to comply with the standards since the law
was enacted several years ago, but that because USP was in
revision process of these standards and because costs o
compliance with physical requirements was so high for some
hospitals, the Board had deferred inspecting for compliance with
physical standards until June 2008 to provide time for completion
of USP revisions. Those revisions were published last week, and
become effective July 1, 2008. Ms. Russell stated that the Board
had already pushed back the date for compliance several times
waiting on the USP changes. She suggested that if this hospital i
inspected and cited after July 1, the Board could consider that
situation on its own merits. After some discussion, the consensus
of the Board was that it should not further push back the
compliance date for physical standards.

With all business concluded, the meeting adjourned at 4:00 p.m.

Elizabeth Scott Russell
Executive Director

Bobby Ison
Board Chairman

Date
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Project 753 - NOIRA
BOARD OF PHARMACY
Periodic review

18VAC110-20-10. Definitions.

In addition to words and terms defined in §854.1-3300 and 54.1-3401 of the Code of
Virginia, the following words and terms when used in this chapter shall have the
following meanings, unless the context clearly indicates otherwise:

"ACPE" means the Accreditation Council for Pharmacy Education.

"Acquisition" of an existing entity permitted, registered or licensed by the board
means (i) the purchase or transfer of all or substantially all of the assets of the entity or
of any corporation that owns or controls the entity; (ii) the creation of a partnership by a
sole proprietor or change in partnership composition; (iii) the acquiring of 50% or more
of the outstanding shares of voting stock of a corporation owning the entity or of the
parent corporation of a wholly owned subsidiary owning the entity, except that this shall
not apply to any corporation the voting stock of which is actively traded on any securities
exchange or in any over-the-counter market; or (iv) the merger of a corporation owning
the entity, or of the parent corporation of a wholly owned subsidiary owning the entity,
with another business or corporation.

"Alternate delivery site" means a location authorized in 18VAC110-20-275 to receive
dispensed prescriptions on behalf of and for further delivery or administration to a

patient.
"Aseptic processing" means the technique involving procedures designed to

preclude contamination of drugs, packaging, equipment, or supplies by microorganisms
during processing.

"Beyond-use date" means the date beyond which the integrity of a compounded,
repackaged, or dispensed drug can no longer be assured and as such is deemed to be
adulterated or misbranded as defined in §854.1-3461 and 54.1-3462 of the Code of
Virginia.

"Board" means the Virginia Board of Pharmacy.

"CE" means continuing education as required for renewal of licensure by the Board
of Pharmacy.

"CEU" means a continuing education unit awarded for credit as the equivalent of 10
contact hours.

"Chart order” means a lawful order for a drug or device entered on the chart or in a
medical record of a patient by a prescriber or his designated agent.

"Class 100 environment" means an atmospheric environment which contains less
than 100 particles, 0.5 microns in diameter, per cubic foot of air.

"Closed system transfer" means the movement of sterile products from one
container to another in which the container-closure system and transfer devices remain
intact throughout the entire transfer process, compromised only by the penetration of a
sterile, pyrogen-free needle or cannula through a designated stopper or port to effect
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transfer, withdrawal, or delivery, to include the withdrawal of a sterile solution from an
ampul in a class 100 environment.

"Compliance packaging" means packaging for dispensed drugs which is comprised
of a series of containers for solid oral dosage forms and which is designed to assist the
user in administering or self-administering the drugs in accordance with directions for
use.

"Contact hour" means the amount of credit awarded for 60 minutes of participation in
and successful completion of a continuing education program.

"Correctional facility" means any prison, penitentiary, penal facility, jail, detention
unit, or other facility in which persons are incarcerated by government officials.

"Cytotoxic drug" means a drug which has the capability of killing living cells.
"DEA" means the United States Drug Enforcement Administration.

"Electronic transmission prescription” is any prescription, other than an oral or
written prescription or a prescription transmitted by facsimile machine, that is
electronically transmitted from a practitioner authorized to prescribe directly to a
pharmacy without interception or intervention from a third party, or from one pharmacy
to another pharmacy.

"Expiration date" means that date placed on a drug package by the manufacturer or
repacker beyond which the product may not be dispensed or used.

"Facsimile (FAX) prescription” means a written prescription or order which is
transmitted by an electronic device over telephone lines which sends the exact image to
the receiver (pharmacy) in a hard copy form.

"FDA" means the United States Food and Drug Administration.

"Floor stock™ means a supply of drugs that have been distributed for the purpose of
general administration by a prescriber or other authorized person pursuant to a valid
order of a prescriber.

"Foreign school of pharmacy" means a school outside the United States and its
territories offering a course of study in basic sciences, pharmacology, and pharmacy of
at least four years in duration resulting in a degree that qualifies a person to practice
pharmacy in that country.

"Forgery" means a prescription that was falsely created, falsely signed, or altered.

“FPGEC certificate” means the certificate given by the Foreign Pharmacy
Equivalency Committee of NABP which certifies that the holder of such certificate has
passed the Foreign Pharmacy Equivalency Examination and a credential review of
foreign training to establish educational equivalency to board approved schools of
pharmacy, and has passed approved examinations establishing proficiency in English.

"Generic drug name" means the nonproprietary name listed in the United States
Pharmacopeia-National Formulary (USP-NF) or in the USAN and the USP Dictionary of
Drug Names.

"Hermetic container" means a container that is impervious to air or any other gas
under the ordinary or customary conditions of handling, shipment, storage, and
distribution.
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"Home infusion pharmacy" means a pharmacy which compounds solutions for direct
parenteral administration to a patient in a private residence, long-term care facility or
hospice setting.

"Hospital" or "nursing home" means those facilities as defined in Title 32.1 of the
Code of Virginia or as defined in regulations by the Virginia Department of Health.

"Inactive license" means a license which is registered with the Commonwealth but
does not entitle the licensee to practice, the holder of which is not required to submit
documentation of CE necessary to hold an active license.

"Light-resistant container" means a container that protects the contents from the
effects of light by virtue of the specific properties of the material of which it is composed,
including any coating applied to it. Alternatively, a clear and colorless or a translucent
container may be made light resistant by means of an opaque covering, in which case
the label of the container bears a statement that the opaque covering is needed until the
contents have been used. Where a monograph directs protection from light, storage in a
light-resistant container is intended.

"Long-term care facility" means a nursing home, retirement care, mental care or
other facility or institution which provides extended health care to resident patients.

“NABP” means the National Association of Boards of Pharmacy.

"Nuclear pharmacy" means a pharmacy providing radiopharmaceutical services.

"On duty" means that a pharmacist is on the premises at the address of the
permitted pharmacy and is available as needed.

"Open-system transfer" means the combining of products in a nonsealed reservoir
before filling or when a solution passes through the atmosphere during a transfer
operation.

"Permitted physician" means a physician who is licensed pursuant to §54.1-3304 of
the Code of Virginia to dispense drugs to persons to whom or for whom pharmacy
services are not reasonably available.

"Perpetual inventory" means an ongoing system for recording quantities of drugs
received, dispensed or otherwise distributed, and drugs on hand by a pharmacy.

"Personal supervision” means the pharmacist must be physically present and render
direct, personal control over the entire service being rendered or act being performed.
Neither prior nor future instructions shall be sufficient nor, shall supervision rendered by
telephone, written instructions, or by any mechanical or electronic methods be sufficient.

"Pharmacy closing" means that the permitted pharmacy ceases pharmacy services
or fails to provide for continuity of pharmacy services or lawful access to patient
prescription records or other required patient records for the purpose of continued
pharmacy services to patients.

"Pharmacy technician trainee" means a person who is currently enrolled in _an
approved pharmacy technician training program and is performing duties restricted to
pharmacy technicians for the purpose of obtaining practical experience in accordance
with §54.1-3321 D.

"PIC" means the pharmacist-in-charge of a permitted pharmacy.
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"Practice location” means any location in which a prescriber evaluates or treats a
patient.

"Prescription department” means any contiguous or noncontiguous areas used for
the compounding, dispensing and storage of all Schedule Il through VI drugs and
devices and any Schedule | investigational drugs.

"PTCB" means the Pharmacy Technician Certification Board, co-founded by the
American Pharmaceutical Association and the American Society of Health System
Pharmacists, as the national organization for voluntary examination and certification of
pharmacy technicians.

"Quality assurance plan" means a plan approved by the board for eentirueus
ongoing monitoring, measuring, evaluating, and, if necessary, improving the
performance of a pharmacy function or system.

"Radiopharmaceutical" means any drug that exhibits spontaneous disintegration of
unstable nuclei with the emission of nuclear particles or photons and includes any
nonradioactive reagent kit or radionuclide generator that is intended to be used in the
preparation of any such substance, but does not include drugs such as carbon-
containing compounds or potassium-containing salts that include trace quantities of
naturally occurring radionuclides. The term also includes any biological product that is
labeled with a radionuclide or intended solely to be labeled with a radionuclide.

"Repackaged drug" means any drug removed from the manufacturer's original
package and placed in different packaging.

"Robotic pharmacy system" means a mechanical system controlled by a computer
that performs operations or activities relative to the storage, packaging, labeling,
dispensing, or distribution of medications, and collects, controls, and maintains all
transaction information.

"Safety closure container" means a container which meets the requirements of the
federal Poison Prevention Packaging Act of 1970 (15 USC §81471-1476), i.e., in testing
such containers, that 85% of a test group of 200 children of ages 41-52 months are
unable to open the container in a five-minute period and that 80% fail in another five
minutes after a demonstration of how to open it and that 90% of a test group of 100
adults must be able to open and close the container.

"Satellite pharmacy" means a pharmacy which is noncontiguous to the centrally
permitted pharmacy of a hospital but at the location designated on the pharmacy permit.

"Special packaging" means packaging that is designed or constructed to be
significantly difficult for children under five years of age to open to obtain a toxic or
harmful amount of the drug contained therein within a reasonable time and not difficult
for normal adults to use properly, but does not mean packaging which all such children
cannot open or obtain a toxic or harmful amount within a reasonable time.

"Special use permit" means a permit issued to conduct a pharmacy of a special
scope of service that varies in any way from the provisions of any board regulation.

"Sterile pharmaceutical product” means a dosage form free from living
microorganisms.

"Storage temperature” means those specific directions stated in some monographs
with respect to the temperatures at which pharmaceutical articles shall be stored, where
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it is considered that storage at a lower or higher temperature may produce undesirable
results. The conditions are defined by the following terms:

1. "Cold" means any temperature not exceeding 8T (46 F). A refrigerator is a cold
place in which temperature is maintained thermostatically between 2°and 8T (36°and
46F). A freezer is a cold place in which the temperatu re is maintained thermostatically
between -20°and -10C (-4°and 14F).

2. "Room temperature” means the temperature prevailing in a working area.

3. "Controlled room temperature” is a temperature maintained thermostatically that
encompasses the usual and customary working environment of 20° to 25T (68° to
77F); that results in a mean kinetic temperature calcul ated to be not more than 25C;
and that allows for excursions between 15° and 30C (59 ° and 86F) that are
experienced in pharmacies, hospitals, and warehouses.

4. "Warm" means any temperature between 30°and 40C (86°and 104F).
5. "Excessive heat" means any temperature above 40C (1 04F).

6. "Protection from freezing" means where, in addition to the risk of breakage of the
container, freezing subjects a product to loss of strength or potency, or to the
destructive alteration of its characteristics, the container label bears an appropriate
instruction to protect the product from freezing.

7. "Cool" means any temperature between 8°and 15C (46°and 59F).

"Terminally ill" means a patient with a terminal condition as defined in §54.1-2982 of
the Code of Virginia.

"Tight container" means a container that protects the contents from contamination
by extraneous liquids, solids, or vapors, from loss of the drug, and from efflorescence,
deliquescence, or evaporation under the ordinary or customary conditions of handling,
shipment, storage, and distribution, and is capable of tight reclosure. Where a tight
container is specified, it may be replaced by a hermetic container for a single dose of a
drug and physical tests to determine whether standards are met shall be as currently
specified in United States Pharmacopeia-National Formulary.

"Unit dose container" means a container that is a single-unit container, as defined in
United States Pharmacopeia-National Formulary, for articles intended for administration
by other than the parenteral route as a single dose, direct from the container.

"Unit dose package" means a container that contains a particular dose ordered for a
patient.

"Unit dose system" means a system in which multiple drugs in unit dose packaging
are dispensed in a single container, such as a medication drawer or bin, labeled only
with patient name and location. Directions for administration are not provided by the
pharmacy on the drug packaging or container but are obtained by the person
administering directly from a prescriber's order or medication administration record.

"USP-NF" means the United States Pharmacopeia-National Formulary.

"Well-closed container” means a container that protects the contents from
extraneous solids and from loss of the drug under the ordinary or customary conditions
of handling, shipment, storage, and distribution.
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18VAC110-20-20. Fees.

A. Unless otherwise provided, fees listed in this section shall not be refundable.

B. Unless otherwise provided, any fees for taking required examinations shall be
paid directly to the examination service as specified by the board.

C. Initial application fees.

1. Pharmacist license $180
2. Pharmacy intern registration $15
3. Pharmacy technician registration $25
4. Pharmacy permit $270
5. Permitted physician licensed to dispense drugs $270
6. Medical equipment supplier permit $180
7. Humane society permit $20
8. Nonresident pharmacy $270
9

. Controlled substances registrations {Between-November2,-2005; $90

$150
2% Innovative program approval. $250
If the board determines that a technical consultant is required in order to
make a decision on approval, any consultant fee, not to exceed the
actual cost, shall also be paid by the applicant in addition to the
application fee.
12.11. Approval of a pharmacy technician training program $150
43:12. Approval of a continuing education program $100

D. Annual renewal fees.

1. Pharmacist active license $90
2. Pharmacist inactive license $45
3. Pharmacy technician registration $25
4. Pharmacy permit $270
5. Physician permit to practice pharmacy $270
6. Medical equipment supplier permit $180
7. Humane society permit $20
8. Nonresident pharmacy $270
9. Controlled substances registrations $90

10. Innovative program continued approval based on board order not to
exceed $200 per approval period.
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11. Approval of a pharmacy technician training program $75 every two
years

E. Late fees. The following late fees shall be paid in addition to the current renewal
fee to renew an expired license within one year of the expiration date or within two years
in the case of a pharmacy technician training program. In addition, engaging in activities
requiring a license, permit, or registration after the expiration date of such license,
permit, or registration shall be grounds for disciplinary action by the board.

1. Pharmacist license $30
2. Pharmacist inactive license $15
3. Pharmacy technician registration $10
4. Pharmacy permit $90
5. Physician permit to practice pharmacy $90
6. Medical equipment supplier permit $60
7. Humane society permit $5

8. Nonresident pharmacy $90
9. Controlled substances registrations $30
10. Approval of a pharmacy technician training program $15

F. Reinstatement fees. Any person or entity attempting to renew a license, permit, or
registration more than one year after the expiration date, or more than two years after
the expiration date in the case of a pharmacy technician training program, shall submit
an application for reinstatement with any required fees. Reinstatement is at the
discretion of the board and, except for reinstatement following license revocation or
suspension, may be granted by the executive director of the board upon completion of
an application and payment of any required fees.

1. Pharmacist license $210
2. Pharmacist license after revocation or suspension $500
3. Pharmacy technician registration $35

4. Pharmacy technician registration after revocation or suspension $125

5. Facilities or entities that cease operation and wish to resume shall not be eligible for
reinstatement but shall apply for a new permit or registration. Facilities or entities that
failed to renew and continued to operate for more than one renewal cycle shall pay the
current and all back renewal fees for the years in which they were operating plus the
following reinstatement fees:

a. Pharmacy permit $240
b. Physician permit to practice pharmacy $240
c. Medical equipment supplier permit $210
d. Humane society permit $30

e. Nonresident pharmacy $115
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f. Controlled substances registration $180

g. Approval of a pharmacy technician training program $75

G. Application for change or inspection fees for facilities or other entities.

1. Change of pharmacist-in-charge $50
2. Change of ownership for any facility $50
3. Inspection for remodeling or change of location for any facility 150
4. Reinspection of any facility $150
5. Board-required inspection for a robotic pharmacy system $150
6. Board-required inspection of an innovative program location $150
7. Change of pharmacist responsible for an approved innovative $25
program

H. Miscellaneous fees.

1. Duplicate wall certificate $25
2. Returned check $35

8-Nonresident pharmacy $210
Part Il
Licensure Requirements for Pharmacists
18VAC110-20-30. Requirements for pharmacy _ practical experience.

A. Each applicant for licensure as a pharmacist by-examination shall have gained
practlcal experlence in the practlce of pharmacy—te—meluele—ne—less—th&n%@@—hews—m
y as set forth in

this sectlon and 18 VAC 110 20-40.

B. An applicant w

1.-2003-shallaccumulate for Ilcensure as a pharmaust shaII attam a minimum of 1, 500
hours of practlcal expenence—e#wﬁeh—aHeast%@O—hm&s—shaﬂ—be—gamed—e&t&de—eﬁa
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C. Practical experience that is gained within an ACPE-accredited school of
pharmacy, that conforms to the current ACPE standards, and that allows the student to
gain_at least 1500 hours of practical experience, shall meet the board's practical
experience requirements for licensure as a pharmacist.

&:D. All practical experience credit gained outside of an ACPE-accredited school of
pharmacy program reguired shall only be gained after successful completion of the first
professionalyyear equivalent of at least two semesters in an ACPE-accredited school of
pharmacy. Credit shall not be given for more than 50 hours in one week and not less
than an average of 20 hours per week averaged over a month. The board may grant an
exception to the minimum number of hours for good cause shown.

E. In accordance with 854.1-3312 of the Code of Virginia, all practical experience
required by this section shall be gained within the United States.

18VAC110-20-40. Procedure for gaining practical exp  erience.

person desiring to gain practical pharmacy experience in Virginia shall first register with
the board as a pharmacy intern on a form provided by the board prior to becoming so
engaged as a pharmacy intern. This requirement shall alse apply to students any person
gaining practical experience within the Commonwealth whether for licensure in Virginia
or in another state.

B. In order to be eligible to reqgister as a pharmacy intern, an applicant shall meet at
least one of the following criteria:

1. The applicant shall be enrolled in, and have started course work, in a professional
degree program of a board-approved school of pharmacy. Such registration is only
valid while the student is enrolled in the school of pharmacy and is satisfactorily
progressing toward meeting the requirements for licensure as a pharmacist. An
expiration date shall be assigned to the registration to cover the estimated time period
for the student to complete the school program and pass the required examinations. If
the student is no longer enrolled in the school program, takes a voluntary break from the
program, or is otherwise not actively participating in the school program, except for
reqularly scheduled school breaks, the registration is no longer valid and shall be
returned to the board immediately;

2. The applicant is a graduate of a board-approved school of pharmacy or a
graduate of a foreign school of pharmacy, has established educational equivalency and
proficiency in English by obtaining the FPGEC certificate, and desires to gain required
practical experience required for licensure as a pharmacist. Such applicant shall
provide documentation on a board-approved form of current employment, or an
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employment start date within 90 days, in a pharmacy in Virginia with approval by the
supervising pharmacist. An _expiration date shall be assigned to cover the estimated
time period needed to obtain the required practical experience hours and take the
required examinations to become licensed as a pharmacist;

3. The applicant has already gained the required practical experience, but is an
otherwise qualified applicant awaiting examination for licensure. A three-month
expiration date shall be assigned to allow the applicant time to take required
examinations; or

4. The applicant is an applicant for reactivation or reinstatement of a previously-
issued pharmacist license and is meeting board requirements for re-licensure. An
expiration date shall be assigned to reasonably cover the period of time necessary to
meet the board requirements.

C. For documented, good cause shown, the executive director of the board may
extend the expiration date of the intern registration upon submission of an application
form approved by the board and payment of the initial application fee.

B-D. Fhe—appheant A pharmacy intern shall be supervised by a pharmacist who
holds an a current, unrestricted license and assumes full responsibility for the training,

supervision and conduct of the intern. Fhe-supervisingpharmacist-shall-not-supervise
I I . luring t . iod

G.E. The intern registration of a pharmacy student shall be valid only while the
student is enrolled in a school of pharmacy. The registration card issued by the board
shall be returned to the board upon failure to be enrolled.

D:F. Practical experience gained within any other state must be registered with and
certified by the board of that state in order to be accepted or certified by this board. In
the event that a state does not use internships to gain practical experience in pharmacy
but relies on the pharmacy school to certify the hours of experience, an affidavit from
the pharmacy school certifying the hours of experience gained in the United States may
be accepted in lieu of board certification.

E.G. All practical experience of the pharmacy intern shall be evidenced by an
affidavit approved by the board, which shall be filed prior to or with the application for
examination for licensure.

FH. An applicant for licensure by endorsement may provide verification acceptable
to the board of practical experience hours worked as a pharmacist in another state
within the United States in lieu of pre-licensure intern hours in order to meet the practical
experience requirement

I. A pharmacy intern shall notify the board in writing of any change in address of
record within 14 days of such change.

18VAC110-20-50. Curriculum and approved schools of  pharmacy.

A. The following minimum educational requirements for the specified periods shall
be recognized by the board for the purpose of licensure.
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2- On and after June 1, 1936, but before June 1, 1964, the applicant for licensure
shall have been graduated from a four-year course of study with a Bachelor of Science
degree in pharmacy awarded.

3:2. On and after June 1, 1964, the applicant for licensure shall have been
graduated from at least a five-year course of study with a Bachelor of Science degree in
pharmacy or a Doctorate of Pharmacy degree awarded.

B. In order to be licensed as a pharmacist within this Commonwealth, the applicant
shall have been granted the first professional degree from a program of a school of
pharmacy which meets the requirements of 854.1-3312 of the Code of Virginia.

18VAC110-20-60. Content of the examination and grad es required; limitation on
admittance to examination.

A. Prior to admission to any examination required for licensure, the applicant shall
have met all other requirements to include education and practical experience
requirements, but in no case shall the applicant be admitted if grounds exist to deny
licensure under 854.1-3316 of the Code of Virginia.

B. The applicant shall achieve a passing score as determined by the board on the
licensure examination which is approved by the board and which shall consist of an
integrated examination of pharmacy practice, pharmacology, pharmacy mathematics,
and such other subjects as are necessary to assure that the candidate possesses the
necessary knowledge and skills to practice pharmacy.

DB:- When an applicant for licensure by examination fails to meet the passing
requirements of the board-approved integrated pharmacy examination on three
occasions, he shall not be readmitted to the examination until he has completed an
additional 1,000 hours of practical experience as a pharmacy intern as set forth in
18VAC110-20-40.

D. The applicant shall also achieve a passing score as determined by the board on
an examination which tests the candidate's knowledge of federal and state laws related
to pharmacy practice.

E. When an applicant fails to pass the law examination, he shall not be allowed to
retake it for a period of 30 days.

F. If an applicant requests a testing accommodation for either examination based on
a physical or mental impairment that substantially limits one or more major life activities,
subject to the Americans with Disabilities Act, the board may approve a reasonable
accommodation that does not compromise the security or integrity of the examination.

1. Supporting documentation shall be provided by the applicant to include the
following to be considered for review:

a. A letter of request from the candidate that specifies the testing
accommodation requested;

b. A written report of an evaluation (educational, psychological, or physical)
within the preceding two vyears from a qualified professional which states a
diagnosis of the disability, describes the disability, recommends specific
accommodations, and provides justification that the accommodation is
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appropriate_and necessary for the diagnosed disability. If the comprehensive
evaluation was done more than two years ago and the condition is one that is not
subject to change, the original evaluation report may be submitted along with a
current letter from the qualified professional stating that there has been no
change in the condition since the time of the evaluation; and

c. A written statement from the appropriate person at the applicant’s school of
pharmacy which describes any testing accommodations made while the student
was enrolled, if applicable.

2. The applicant will be notified in_ writing of the decision. If the request for
accommodation is granted, the approval information will be forwarded to the
examination contractor and the form of the accommodation will be coordinated with the
contractor.

18VAC110-20-70. Requirements for foreign-trained ap  plicants.

A. Applicants for licensure who were trained in foreign schools of pharmacy shall

meet-thefollowing-additionalrequirements obtain the FPGEC certificate prior to being
allowed to take-the-examinationsrequired-by-18VACLI10-20-60: register as a pharmacy

intern and gain required practical experience in Virginia.

5.B. Fulfill After obtaining the FPGEC certificate, the applicant may apply for a

pharmacy intern registration and shall fulfill the requirements for practical experience as
preseribed set forth in 18VAC110-20-30 A-—B-and-E and 18VAC110-20-40 A-—B-Db—E
and-F_before being admitted to examinations required by 18VAC110-20-60.

B-C. Applicants for licensure who were trained in foreign schools of pharmacy shall
also complete and achieve passing scores on the examinations as—preseribed set forth
in 18VAC110-20-60 before being licensed as a pharmacist.

18VAC110-20-80. Renewal and reinstatement of licens e.

A. Pharmacist licenses expire on December 31 and shall be renewed annually prior
to that date by the submission of a renewal fee, renewal form, and statement of
compliance with continuing education requirements.

B. A pharmacist newly licensed on or after October 1 shall not be required to renew
that license until December 31 of the following year.

C. A pharmacist who fails to renew his license by the expiration date may renew his
license at any time within one year of its expiration by submission of the renewal fee and
late fee, renewal form, and statement of compliance with continuing education
requirements.
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D. A pharmacist who fails to renew his license for more than one year following
expiration and who wishes to reinstate such license shall submit an application for
reinstatement, pay the current renewal fee and a reinstatement fee, and submit
documentation showing compliance with continuing education requirements.
Reinstatement is at the discretion of the board and may be granted by the executive
director of the board provided no grounds exist to deny said reinstatement.

E. A pharmacist who has been registered as inactive for more than one year must
apply for reinstatement, submit documentation showing compliance with continuing
education requirements, and pay the current year active renewal fee in order to resume
active licensure.

F. In order to reactivate or reinstate a license to ac